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Application Papers 
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DETAILED ACTION 

The amendment and response filed on 1-5-2006 are acknowledged. Claims 36 and 37 
have been amended. Claims 1-9 and 23-37 are pending and currently under examination. 



Priority 

The Office has still not received an English translation of the foreign priority document 
(Japanese Application 2002-292612). Consequently, the filing date of the instant application (10- 
3-2003) will be used for prior art purposes. 



Claim Rejections Withdrawn 

The new matter rejection of claims 36-37 under 35 U.S.C. 1 12, first paragraph, based on 
the recitation of "... selected from the group consisting of EDTA, heparin, citric acid, citrate, and 
combinations thereof." is withdrawn in hght of the amendment thereto. 



Claim Rejections Maintained 

Claims 1-37 are still rejected imder 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

The rejection of claim 1 under 35 U.S.C. 1 12, second paragraph, as being rendered vague 
and indefinite by the use of confixsing claim language to describe the active steps of the claimed 
method is maintained for reasons of record. 
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Contrary to Applicant's argument to the contrary, it is difficult to discern where in the 
sequence of method steps the various surfactants are used. While the use of "active" verbs is 
noted, it is unclear in what order said steps are to be carried out. For example, example it is 
unclear precisely when the first and second hemolytic agents are to be added since the claim only 
states that the are to be added. Moreover, the claims recite the term "treated specimen in multiple 
contexts. The claim language in the first paragraph refers to a specimen treated with an 
anticoagulant (i.e. a treated sample) and then later refers to the formation of a treated sample 
upon the addition of the first hemolytic agent. Hence it is unclear to which sample the second 
hemolytic agent is added (or when). Finally, the claim language of the first paragraph suggests 
that hemolysis is achieved after the addition of the anticoagulant and is independent of the 
addition of the first or second hemolytic agents. Consequently, the rejection is deemed valid and 
is maintained. Again, claim construction similar to that used in claim 5 is suggested. 

The rejection of claim under 35 U.S.C. 1 12, second paragraph, as being is rendered vague 
and indefmite by the use of the phrase "detecting optical information" is maintained for reasons 
of record. It is still unclear what constitutes "optical information" or what steps are used to 
"detect" said information. Such language is confusing as information is usually collected, not 
detected. Additionally, it is imclear how the detection of said information correlates with the 
detecting the presence of a malaria parasite. 
Applicant argues: 

1. The meaning of the term "optical information" would be abundantly clear to one of skill in 
the art in light of the specification. 
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2. The specification discloses that optical information can include data collected via flow 
cytometry. 

Applicant's arguments have been folly considered and deemed non-persuasive. 

The specification does not e>q)licitly disclose what constitutes optical information but 
merely states it can be "obtained using a flow-cytometer". Moreover, it is unclear how said term 
is applied in the context of claim 1 which does not recite the use of a flow cytometers to "detect" 
said information. 

The rejection of claims 5 and 23 under 35 U.S.C. 112, second paragraph, as being 
rendered vague and indefinite by the use of the phrase "fluorescent light information" is 
maintained for reasons of record. It is still unclear what constitutes "fluorescent light 
information" as it is not expUcitly defined in the specification. Moreover, it is unclear how the 
"detection" of such information can be correlated to the detection of a malaria parasite as 
information is usually collected, not detected. 
Applicant argues: 

1 . The meaning of the term "fluorescent light information" would be abundantly clear to one of 
skill in the art in Ught of the specification. 

2. Detecting fluorescent light information can include measuring fluorescent light intensity. 

3. Detecting the presence of a malarial parasite may be on differences in measured light 
intensities. 

Applicant's arguments have been folly considered and deemed non-persuasive. 

The specification does not expUcitly define "fluorescent Ught information". Moreover, 
the specification does not provide support for the assertion that "detection" necessarily includes 
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measuring light intensity. With regard to Point 3, Applicant's arguments seem to suggest that the 
method recited in the instant claims is missing essential method steps. 

The rejection of claims 6 and 23 under 35 U.S.C. 1 12, second paragraph, as being 
rendered vague and indefinite rendered vague and indefinite by the use of the phrase "scattering 
light information" is maintained for reasons of record. It is still unclear what constitutes 
"scattering light information" as it is not explicitly defmed in the specification. Moreover, it is 
unclear how the "detection" of such information can be correlated to the detection of a malaria 
parasite as information is usually collected, not detected. 
Applicant argues: 

1. The meaning of the term "scattering Ught information" would be abundantly clear to one of 
skill in the art in light of the specification. 

2. Detecting scattering Kght information can include measuring fluorescent light intensity. 

3. Detecting the presence of a malarial parasite may be on differences in measured light 
intensities. 

Applicant's arguments have been fully considered and deemed non-persuasive. 

The specification does not explicitly define "scattering hght information". Moreover, the 
specification does not provide support for the assertion that "detection" necessarily includes 
measuring light intensity. With regard to Point 3, Applicant's arguments seem to suggest that the 
method recited in the instant claims is missing essential method steps. 



Application/Control Number: 10/678,536 Page 6 

Art Unit: 1645 

New Grounds of Rejection 
Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1-4 and 24-26 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for methods of detecting a malarial parasite con:q)rising 
staining said parasite with a fluorescent dye after treatment with a first and second hemolytic 
agent and measuring fluorescence utilizing a flow cytometer, does not reasonably provide 
enablement for any other method for detecting a malaria parasite. The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the invention commensurate in scope with these claims. The 
specification is drawn to methods of detecting a malarial parasite comprising staining said 
parasite with a fluorescent dye after treatment with a first and second hemolytic agent. The 
specification is silent on the method steps required to measure said fluorescence utilizing any 
means other than a flow cytometer. Consequently, the specification is not enabling for the fiiU 
breadth of the rejected claims. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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Claims 1-9 and 23-37 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 and 5 are rendered vague and indefinite by the use of the term "distinguishing". 
It is unclear what is meant by said term. From what is the recited parasite being "distinguished"? 
Moreover, the performance of the ultimate method step (i.e. distinguishing the parasite) does not 
correlate with the state goal of the method (i.e. detecting a malarial parasite). 

Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert A. Zeman whose telephone number is (571) 272-0866. 
The examiner can normally be reached on Monday- Thursday, 7am -5:30 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette Smith can be reached on (571) 272-0864. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for impublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto. gov . 

Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




ROBERT ZEMAN 
PATENT EXAMINER 

March 22, 2006 



